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DETAILED ACTION 

With preliminary amendment of this application, the applicant, on date 
04/30/2007 elected with traverse groups XVII (claims 174-176) for examination 
and cancelled claims 1-123. 



Election/Restriction 

During preliminary amendment of this application, the applicant, on date 
04/30/2007 elected Group XVII (claims 174-176), drawn to Recombinant 
antibody comprising catalytic antibody comprising VL and antibody of VH 
region. Groups I- XVI and XVIII- XXIII (claims 177-181) of election/restriction- 
office action of date 1 1/01/2006 have been withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to as non elected inventions. 
Applicants arguments of 1.) that claims are grouped in different groups having 
same class and sub-class are improper and Applicants further argue that there 
would be no undue burden on the examiner to examine claims directed to 
different antibody and catalytic antibody conjugates. This is not persuasive 
because while the search for each of these distinct groups though are in same 
class and sub-class comprise different structures and would be overlapping it 
would not be coextensive. Art that applies for one conjugates having c different 
catalytic properties (conjugates comprise different class of biomolecules) may 
or may not be relevant to the others. Therefore the restriction is maintained. 
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Claim Rejection 

35 USC 2nd Paragraph Rejection 

The following is a quotation second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 174-175 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 174 is indefinite in the recitation of " further comprising a second 
single chain polypeptide" as claim does not previously ( in claim 176) set forth 
"a first single chain polypeptide" 

Claim 175 is indefinite in the recitation of "antibody is biospecific" as it is 
unclear how the antibody of claim 176 which comprises a single VH and VL 
region be bispecific. 

35 USC 1 st Paragraph written description Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

Claims 174-176 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a 
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way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. 

Claims 174-176 are directed to antibody conjugates comprising VH 
region of any antibody conjugated to VL region of any other antibody and 
further conjugation of thereof having any structure. The specification fails to 
describe in any fashion the physical and/or chemical properties of the claimed 
class of antibody or catalytic antibody.. Claimed class of antibody conjugate 
comprising VH and VL region comprise any protein molecule having any 
structure and function. Although VH region of an antibody comprise a less 
variant structure (most VH region of any antibody have defined structure) but VL 
region of an antibody has variable structure. Without any structural knowledge 
one skilled in art unable to make and use such antibody conjugate comprising 
VH region of any antibody conjugated to VL region of any other antibody. 
Furthermore no relationship between the antibody to any antigen in case of 
antibody and to any hapten molecule in the case of catalytic antibody is given. 
Production of specific antibody depends on the structure and nature of antigen 
and catalytic antibody depends on the structure of the specific transition state 
analog (Mader et al.). In most cases, even a single hapten molecule of a 
transition state analog (for forming or cleaving a bond) elicits multiple catalytic 
antibodies (Benkovic et al). Therefore, the specification fails to sufficiently 
describe the claimed invention in such full, clear, concise, and exact terms that a 
skilled artisan would recognize that applicants were in possession of the claimed 
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invention. Therefore, one of skill in the art would not recognize that applicants' 
were in possession of the claimed invention. 

Applicants' are referred to the revised guidelines concerning compliance 
with the written description requirement of U.S.C. 112, first paragraph, published 
in the Official Gazette and also available at www.uspto.gov. 

35 U.S.C: 112 first paragraph Enablement Rejections 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

Claims 174-176 are rejected under 35 U.S.C. 112, first paragraph are 
rejected under 35 U.S.C. 112, first paragraph, because the specification, while 
being enabling for antibody VH region of monoclonal antibody B72.3 (specific to 
cancer) conjugated to VL region of a catalytic antibody (CAB) elicited against a 
phosphonate hapten for 5-fluorouridine 5-)2,4,6 trimethylbenzine, does not 
reasonably provide enablement for any antibody conjugate comprising VH 
region of any antibody molecule conjugated to VL region of any antibody and 
further conjugate thereof. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and 
for use the invention commensurate in scope with these claims. 
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Factors to be considered in determining whether undue experimentation is 
required are summarized in In re Wands (858 F.2d 731, 8 USPQ 2nd 1400 (Fed. 
Cir. 1988)) as follows: (1) the quantity of experimentation necessary, (2) the 
amount of direction or guidance presented, (3) the presence or absence of 
working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the 
art, and (8) the breath of the claim(s). 

These claims are so broad to encompass antibody conjugate comprising 
VH region of any antibody molecule conjugated to VL region of any antibody and 
further conjugate thereof. The antibody conjugates claimed herein comprising 
any molecule having any structure and any function. The specification discloses 
the structure and function of a few antigen and haptens and suggestion of 
eliciting antibodies and catalytic antibodies against them. The structure of the 
hapten and function is very crucial in antibody catalysis and production of 
specific catalytic antibody depends on the structure of the specific transition 
state analog. Production of antibody depends on the structure and function of 
the antigen. Finding a suitable transition state analog for any molecule and 
producing CAB for said reaction, and finding which among enormous number of 
variants of CAB has desired properties (catalyze said reaction ) requires that 
one of ordinary skill in the art know or be provided with guidance for the selection 
of hapten to elicit suitable AB for production of CABs. Similarly to raise an 
antibody, one of ordinary skill in the art must know or be provided with guidance 
for the selection antigen to elicit antigenic reaction for the production of said 
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antibodies and in the instant case in order to produce chimeric antibodies as 
claimed, specific structural information about the VH and VL regions of the parent 
antibodies is needed as such chimeric antibodies can not be produced by 
immunization of a animal. Without such guidance one of ordinary skill would be 
reduced to the necessity of producing and testing all of the virtually infinite 
possibilities. This would clearly constitute undue experimentation. While 
enablement is not precluded by the necessity for routine screening, if a large 
amount of screening is required, the specification must provide a reasonable 
amount of guidance with respect to the direction in which the experimentation 
should proceed. Such guidance has not been provided in the instant 
specification. Making a antibody conjugate comprising VH region of any 
antibody molecule conjugated to VL region of any catalytic antibody and further 
conjugate thereof without knowing the structure and function of corresponding 
antigen and hapten is unpredictable. 

Thus, applicants have not provided sufficient guidance to enable one of 
ordinary skill in the art to make and use the claimed invention in a manner 
reasonably correlated with the scope of the claims broadly including any 
conjugate comprising VH region of any antibody molecule conjugated to VL 
region of any catalytic antibody and further conjugate thereof. The scope of the 
claims must bear a reasonable correlation with the scope of enablement ( In re 
Fisher , 166 USPQ 19 24 (CCPA 1970)). Without sufficient guidance, 
determination of substances having the desired biological characteristics is 
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unpredictable and the experimentation left to those skilled in the art is 
unnecessarily, and improperly, extensive and undue. 

CLAIM Rejection - 35 U.S.C 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 
102 that form the basis for the rejections under this section made in this Office 
action: 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under 
the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



Claims 174-176 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Novontny et al. (PNAS 1985, 82, 4592-4596). Novontny et al. teach antibody 
conjugates comprising VH region of one antibody fragment conjugated to VL 
region of another antibody fragment. 



Claims 174-176 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Scott et al. (J. Immun. 1989, 143, 293-298). Scott et al. teach antibody IgG 
comprising VH region of one antibody fragment conjugated to VL region of 
another antibody fragment. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mohammad Meah whose telephone number is 
571-272-1261. The examiner can normally be reached on 8:30-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathapu Achutamurthy can be reached on 571-272-0928. The 
fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Mohammad Younus Meah, PhD 
Examiner, Art Unit 1652 
Recombinant Enzymes, 3C31 Remsen Bid 
400 Dulany Street, Alexandria, VA 22314 
Telephone: 517-272-1261 




